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Trademark Office on the date shown below, 
Christina M. Doyle 
arnc of FJorson Signing Certificate 

15 March 2005 
Signature ' Date 



/ryptaJ^mc of Person Signii 



Attorney Docket No. B45308 

IN TI-IE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: Morales, el al. 15 March 2005 

Tni'l Serial No.: PCT/EP03/06094 Art Unit: unknown 

Int'l Filing Date: 10 June 2003 Examiner: unknown 

For: VACCINE COMPRISING MIXTURES OF MULTP/AUENT 

MENINGOCOCCAL OUTER MEMBRANE VESCILES 

Commissioner for Patents 
P.O. Box 1450 

Alexandria, VA 22313-1450 ^ 

STATUS INQUIRY "'K^^j^ 
Sii-s: V 

Applicants spoke with Debbie of the PCT Help Desk on 15 March 2005. Debbie 
was unable to retrieve any record of submission by international application number or 
attorney docket number. Enclosed, please find a copy of the submission to the USPTO 
filed 13 December 2004, the return express mail receipt, and the returned post card date 
stamped by the PCT/PTO. 

Applicants have received no further correspondence or communications from the 
Commissioner of Patents concerning this case. 

Applicant requests the current status of the application. 
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Corporate Intellectual Prxaperty - UW2220 

P.O. Box 1539 

King of Prussia, PA 19406-0939 
Phone (610) 270-6150 
Facsimile (610) 270-5090 
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Agent for Applicants 
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Form pro 13W U^. oeFARTMENT Of COMMERCE PATENT AND TRADEMARK OFVICK 

(RKV $-93> 

TRANSMITTAL LETTER TO THE UNITED STATES 
DESIGNATED / ELECTED OFFICE (DO/EO/US) 
CONCERNING A FILING UNDER 35 U.S.C 37 L 



[NTERNATIONAL APPLICATION NO. 

PCT/EP03/006094 _ 



INTERNATIONAL RUNG DATE 

10 June 2003 



ATTORMEY'S DOCKET NUMDKR 

B45308 



U^. AFW.ICATION NO- <lf knowiH x« 37 C-t^-lt l.S> 



PRIORITY DATE CLAIMED 

13 June 2002 



TITLE OF INVENTION -t^^t^ 

VACCINE COMPRISING MIXTURES OF MULTIVALENT MENINGOCOCCAL OUTER 
MEMBRANE VESCILES 



APPUCANT(S) FOR DO/EO/U5 

Ramon F. BARBERA MORALES, Pierre M. DESMONS, Francisco J. DOMINGUEZ 
ALVAREZ, and Jan POOLMAN 



Applicant herewith submits lo the United States Designated/Elected Office (DO/EO/US) the following items and 
other information: 

1 [x] This is a FIRST submission of items concerning a filing under 35 U.S.C 37 i . 

2. [ 1 This is a SECOND or SUBSEQUENT submission of items concerning a filing under 35 U.S.C 37 1. 

3. [x] This express request to begin national examination procedures (35 U.S.C 37 1(f)) at any time r^bo. 

than delay examination until the expiration of the applicable time limit set in 35 U,S,C 371(b) |iid 
PCT Articles 22 and 39(1). 

4. [x] A proper Demand for International Preliminary Examination was made by the 19d\ month from 

earliest claimed priority date. 

5. [x] A copy of the International Application as fded (35 U.S-C 37 1(c)(2)) 

a. [ ] is transmitted herewith (required only if not transmitted by the International Bureau) 

b. [x] has been transmitted by die International Bureau. 

c. [ ] is not required, as the application was filed in die United States Receiving Office (RO/t^ 

6. [ ] A translation of the Imemadonal Application into English (35 U.S.C. 37 1(c)(2)). 

7. [ ] Amendments to the claims of the International Application under PCT Article 19 (35 U.S.C 3 

a, [ ] are transmitted herewith (required only if not transmitted by the International Bureau). 

b. [ ] have been transmitted by the International Bureau. 

c. [ 3 have not been made; however, the time limit for maldng such amendments has NOT cj 

d, [ ] have not been made and will not be made, 

8. [ 1 A translation of the amendments to the claims under PCT Article 19 (35 U.S. C 371(c)(3)). 

9. [ 1 An oath or declaration of the inventor(s) (35 U.SC 37 1(c)(4)). 

10. [ ] A translation of the annexes lo the International Preliminary Examination Report under PCT Article 36 

(35 U.S.C- 371(c)(5)). 

Items 11- to 16. below concern other dacuinent(s) or informacion included: 

1 1. [xl An Information Disclosure Statement under 37 C.F.R. 197 and 198; and Form PTO-1449. 

12. [ ] An assignment document for recording. A separate cover sheet in compliance witii 37 C.F.R. 

3.28 and 3.31 is included. 

13. [x] A FIRST preliminary amendment. 

(Add claim to priority via Preliminary Amendment for US originating cases only) 

14. [ ] A SECOND or SUBSEQUENT preliminary amendment. 

15. [] A substitute specification. 

16. [1 A change of power of attorney and/or address letter. 

1 7 . [x] An Abstract on a separate sheet of paper. 

18. [X] CopyofFonnPCT/lSA/210. 

19. [] Other items or information. 




03/15/05 TUE 13:54 FAX 610 270 5090 SKB @011 

9 







r mn..50> |.KrH.NAT.O..U.rPUC.^ONNO M 

us APPUCATION NO. (if known sH^CFR 1 .50> INTERNATIONAL APPLICATION NO. ^ P 

PCT/EP03/006094 


B45308 


^0- LA| The foUowtng fees are sUDminea. 


CALCULATIONS PTO USE ONLY 


Basic National Fee (37 CF.R. 1.492(a)(1) -(5)): 


1 




Imemational Preliminary Examination Fee paid to USPTO (37 CFR 1.492) 

$750.00 


No Iniernationai Preliminary Examination Fee paid lo USPTO (37 CFR 1.492) 
but international search fee paid to USPTO (37 CFR 1.445(a)(2)) 

$790.00 


Neither Iniernationai Preliminary Examination Fee (37 CFR 1.492) nor 
international search fee (37 CFR L445{a)(2)) paid to USPTO $1,110.00 




Internacional Preliminary Examination Fee piiid lo USPTO (37 CFR 1.492) 
and all claims satisfied provisions of PCT Aniclc 33(2H4) $100.00 


ENTER APPROPRIATE BASIC FEE AMOUNT = 


$950.00 




Surcharge of $130-00 for furnishing the oath or declaration later than □ 20 □ 30 
mnnrhs from the earliest claimed oriorilv date (37 CFR i.492(e)). 


$0.00 




Claims 


Number Filed 


Number Extra 


Rate 






Total claims 


14 -20 = 


0 


Ox $18.00 


$0.00 




Independent 
claims 


l-3s= 


0 


0 X $8S.0O 


$0.00 




Multiple dependent claims (if applicable) 


^$300.00 


$0.00 




TOTAL OF ABOVE CALCULATIONS 


$950.00 




Reduction by 1/2 for filing by small entity, if applicable. Verified Small Entity 
statement must also be filed. (Note 37 CFR L9. 1.27, 1.28). 


$ 




SUBTOTAL = 


$950.00 




Processing fee of $130«00 for furnishing the English translation later than 

n 20 □ 30 months from the earliest claimed priority date (37 CFR 1 .492(f)) + 


$ 




TOTAL NATIONAL FEE = 


$950.00 






Amount to be 
refutKled 


$ 


charged 


$ 



□ A check in the amount of g to cover the above fees is enclosed. 

Bl Please charge my Deposit Account No, 19>257Q in the amount of $950.00 to cover the above fees, 

A duplicate copy of ttiis sheet is enclosed. 
S The Commissioner is hereby authorized to charge any additional fees which may be required, or 

credit any overpayment to Deposit Account No. 19-2570 . A duplicate copy of this sheet is 

enclosed. 

la General Authorization to charge any and all fees under 37 CFR 1-16 or 1.17, including petitions for 
extension of time relating to this application (37 CFR 1-136 (a)(3)). 



b. 

c. 



NOTE: Where an appropriate time limit under 37 CFR 1.494 or 1.495 has not been met. a petition to 
revive (37 CFR 1.137(a) or (b)) must be filed and granted to restore the application to pending sUtus. 

SEND ALL CORRESPONDENCES TO: 

GLAXOSMTTHKLINE V Jo/^/^ /^^^ 




Corporate Intellectual Property - UW2220 /^idNATURE ' 

P.O. Box 1539 Barnes M.Kanagy 
King of Prussia, PA 19406-0939 

Phone (610) 270-5014 29,550 

Facsimile (6 10) 270-5090 REGISTRATION NO. 
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PATE^fT 

ATTORNEY'S DOCKET NUMBER B45308 



TRANSMTTTAL LETTER TO THE U.S. DESIGNATED OEFICE 
(DO/US) - ENTRY INTO NATIONAL STAGE UNDER 35 USC 371 



INTERNATIONAL APP. NO, INTERNATIONAL FILING DATE PRIORITY DATE CLAIMED 
PCT/EP03/006094 10 June 2003 13 June 2002 

TITLE OF INVENTION 

VACCINE COMPRISING MDCTURES OF MULTIVALENT MENINGOCOCCAL OUTER 
MEMBRANE VESCILES ^ 

APPUCANT(S) FOR DO/US 

Ramon F. BARBERA MORALES, Pierre M. DESMONS, Francisco J. DOMINGUEZ 
ALVAREZ, and Jan POOLMAN 

Commissioner for Patents 
Mail Stop: PCT 
P.O. Box 1450 
Alexandria, VA 22313-1450 
ATTENTION: DOAJS 



CERTIFICATION UNDER 37 CFR 1.10 

I hereby certify that this Transmittal Letter, Fonn PTO 1390 and the papers indicated as 
being transmitted therewith, and Post Card are being deposited with the United States Postal 
Service on this date 13 December 2004 in an envelope as "Express Mail Post Office to 
Addressee" Mailing Label Number KVfffl8165276US addressed to the: 

Commissioner for Patents. Mail Stop: PCT, P.O. Box 1450, Alexandria, VA 22313-1450. 

Z»/7^ . a-, A^'^^rV 

(Typed or printed name of person mailing paper) 

(^nature of person mailing paper) 
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CUSTOMeU NUMBER 
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Attorney Docket No. B45308 



INTERNATIONAL APP. NO. INTERNATIONAL FILING DATE PRIORITY DATE CLAIMED 
JPCT/EP03/006094 10 June 2003 13 June 2002 

TITLE OF INVENTION 

VACCINE COMPRISING MIXTURES OF MULTIVALENT MENINGOCOCCAL OUTER 
MEMBRANE VESCILES 

APPLIC ANT(S) FOR DO/US 

Ramon F. BARBERA MORALES, Pierre M. DESMONS. Francisco J. DOMINGUEZ 
ALVAREZ, and Jan POOLMAN 

FILtNG OF AN INFORMATION DISCLOSURE STATEMENT 

Applicants request that the references identified on Form PTO- 1449 appended hereto be 
considered by the Examiner and officially made of record in accordance with the provisions of 
37 CFR 1.97 

[XJ A copy of the International Search Report, which issued on International Application No. 

PCT/ETO3/Q06094 is submitted herewith. AH of the publications cited in the 

International Search Report are listed on the attached form PTO- 1449 and Applicants 
understand that copies have been supplied to the U-S* Patent Office by the International 
Bureau. 

( 1 Copies of references not listed on the International Search Report are enclosed. 

The attached list of citations on PTO Form 1449 is being submitted under the provisions of 37 CFR 
§ 1-56 and § 1.97 in order to comply with the duty of disclosure. Their inclusion herein should not, however, 
be construed as an admission that any particular cited reference is effective prior art or that it discloses or 
renders obvious any aspect of the claimed invention. This statement is being filed within the time period 
specified in 37 CFR § 1.97(b). No fee is required. 



Respectfully submitted. 




imes M. Kanagy 
Attorney for Applicants 
Registration No. 29,550 
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Form PTO-1449 



U.S. Department of Commerce 
Patent and Trademark Office 



INFORMATION DISCLOSURE STATEMENT 
BY APPLICANT 



(Use several sheets if necessary) 



ATTY. DOCKET NO. 

B45308 


INTERNATIONAL APPUCATION NO. 

PCT/EP03/006094 


APPLICANT 

Ramon F. BARBER A MORALES, Pierre M. 
DESMONS. Francisco J. DOMINGUEZ ALVAREZ, 
and Jan POOLMAN 


RUNG DATE 

Herewith 


GROUP 



examiner 
Initial 




Document Number 


Date 


Name 


Class 


Subclass 


Filing Date 
If Appropriate 




AA 



































































Document Nuntber 


Date 


Country 


Class 


Subclass 


Trans 
Yes 


No 






WO 01/09350 


8 Feb 04 


WIPO 














WO 02/09643 


7 Feb 02 


WIPO 



















































DeKIeijn et al.. Vaccine, Vol. 18(15) pss 1456-1466 (2000) 






Jodar et al.. Lancet, Vol. 359 (93 16) pgs 1499-1508 (2002) 






Milahres et al.. Infection and Immunity, Vol. 66 (10) pgs 4755-4761 (1988) 






Pollard et al.. Archives or Disease in Childhood, Vol. 87 (1) pgs 13-17 (2002) 






Sacchi et al.. Journal of Clinical Microbiology, Vol. 39 (8) pgs 2897-2903 (2001) 






Tappero et al., JAMA (Journal of the American Medical Association). Vol. 281 (16) pgsl520- 
1527 (1999) 






Tondella et al.. Journal of Clinical Microbiology, Vol. 38(9) pgs 3323-3328 (2000) 






Van Der Voott et aL, Vaccine, Vol. 18 (14) pgs 1334-1343 (2000) 









EXAMINER 



DATE CONSIDERED 



•EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not 
in conformance and not considered. Include copyof this form with next communication to applicant. 
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(12) INTEKNATIONAL APPIJCATiON PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(19) World Intellectual Property 
Orgunizuliua 
IntcmaUonai Bureau 

(43) InternaUonal Publication Date 
24 December 2003 (24.12.2003) 




PCT 



iiiflniiiiiiiiiiiiitiiiiiiiOBiiiiiii 



(10) International Publication Number 

wo 2003/105890 A3 



(SI) Intcroadoniil Patent CliissUlcaUan^: 39/095 

(21) Tntcrntttioaal Application Number; 

PCT/EP2003/006094 

(22) International FlUng l>atc: 10 June 2003 (10.06.2003) 
(25) KUing Laitgunsc: English 
(2I>) PabUcatlon l^anguage: English 



(30) Prtortly Data: 
0113622.4 



13 June 1002 (13.06.1002) G8 



(71) Appliciints (for all desigrUitfid States except l/S)z GLAX- 
OSMTTHKUNE BlOLOGIOVLS [BE/BE), Rue 
dc U'tnsiitut S9, Rixensart (fiE). INSTITUTO 
FINLAY [CU/CU]; Cetilro Oc Invcsiiiiacion-Pruduccion 
de Swros y Vacunas, Ave 27 No. 19805, 1.^ Coroncla, La 
Lisa Ciudad de ta Habana (CU). 

(72) lnv4:ators; and 

(75) InvtiDtora/Applicants (for US ofUy)'- BARUERA 
MORALES, Rainon, Faiuitinu [CU/CU]; Finlay Insiti- 
tutc. Ave 27 No. 1980S. La Coronda. La Lisa Ciudad de 
la Habana (Oil). OESMONS, Pierre, Mlchd [BE/BBU 
GloxoSmithKUee Biologicals ^jl.. Rue de TlnstUut 89, 
B-1330 Rixensan (BE). DOMINGUEZ ALVAREZ, 
FrutkviscOv .lesus [CU/CU]; Finlay Insdmie, Ave 27 No. 
1980S, La Coronela, ijn. Lisa Ciudad dc la Ilabaha (CU). 
POOLMAN, Jan [NL/BE}: GlaTeoSmidiKItnc BiologicaU 
I !S.a. Rue de L'lnsdtut 89. &-1330 Rtxensart (BE). 



(74) Agent: LUBlf:NSKL Michael, John. GlaxoSmirhKlinc, 
9S0 Gieai West Road. Brentford. Middlesex TW8 9GS 
(GB). 

(81) Designated Statt-i (naiiona()i AE, AG, AL, AM. AT, AU, 
AZ, BA. Bfi. BG, BR, BY. BZ. CA. CH, CN. CO, CR. CU. 
CZ. DE, DK, DM, D2. EC. EH, KS, R. GB. G\X GE, GH, 
GMf, HR. HU, ID, TL, IN, IS. JP, KE. KG, KP, KR, KZ. LC, 
LK. LR, LS, LT, LU, LV, MA, MD, MG, MN. MW, MX. 
MZ, NT. NO. NZ, OtA, PH. PL, PT, RO, RU. SC, SD, SE. 
SG, SK. SL, TJ. TM. TN, TR, IT. TZ, UA, UG, US, UZ. 
VC. VN, YU, ZA. ZM, ZW. 

(84) Dv8i$:nat«xl Slates (irgiorntl): /\RlK> paicnt (OH, GM. 
KE, LS, MW, MZ. SD, SL, SZ, TZ. UO, ZM. ZW). 
Burasian patent (AM» A2:, BY, KG. KZ, MD, RU, TJ, TM), 
European paicni (AT, BE, BG, CH, CY, CZ. DE, DK, HE. 
ES, W, FR, GB. GR, HU. IE, IT, LU. MC, NL, PT, RO, 
SB, SL SIC TR), OAPC patent (BF. BJ, CF. CG, CI, CM, 
GA, GN, GQ. QW. ML, MR, NE, SN, TO, TO). 

PubUshed: 

— yifirh internal iomil search rvpOf^ 

— be/ore the expiration of ike titne limit for amending the 
claims and m be mpMisiutd in ihc ev^sni of nsceipi of 
amendments 

(88) Date ot pubUcatioa of the International search report: 

25 Match 20l>4 

For two-letter codes and atfter abbreviations, refer to tfte "Guid^ 
once Notes on C&das and Abbreviations" appearing at the bej^in- 
ning of each regular issue oftlte PCT Gazette. 



(54) Title; VACCINE COMPRISING MIXTURES OF MULTIVAl-ENT MBNINGOCOCCaL OUTER MEMBRANE VESCILES 

^ (57) Abstract: The present invcniion relates to vuccinc compositions for the effective provcntion or treatment of ncUsseriuU pfcfcr- 
ably mcningococcaJ, disease. The vaccines of ihc invcndon ctimpriiiC; a multivalent meningococcal bled composition comprising at 

Q least one bleb with homologous bactericidal activity Which is derived from a mcningococcaJ strain with a scrosubiype thai is prwa- 
lent in a country of use, arid at least one bleb with heterologous bactericidal activity which is derived from a meningococcal strain 
which need not have a 5erosubtyi)e that ik prevalent in Che cnunity of use. 
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A. CUASSinCATIOH OF SUBJECT MATTER 

IPC 7 A61K39/Q95 



Acooniina to mtemaiienal Paiert Claaal/icatton (IPC) or to both nationxM dagsiflcation and SPC 



FIELDS SEARCHED 



Mincmuni doaimentaten saarcned (ciassificanion system lenowod Ojr ciasalflCdUon symboto) 

IPC 7 A61K 



- Oocurfwn!atior«*«:had othar man minimum documanjaiton to mo e^esnt ihat fluch documanto m ioeiuded in tha fields « WHsnad 



EtacKontc data ftaao conwltod during the imemational scareh (oama oi data taaa and. whera practical, search loans used) 

BIOSIS, EPO-Internal . WPI Data, EMBASE. PAJ. CHEM ABS Data, MEDLINE 



C. OOCUMENTSCOHStPEREP TO BE RELEVAWT 



CaiescMy • CHation of documont. with indication. whtifO appropnaia. ol the roievant pascagaa 



WO 02 09643 A (GRANOFF DAN ;I10E GREGORY R 
(US); CHILDREN S HOSPITAL OAKLAND RE (U) 
7 February 2002 (2002-02-07) 
cited in the application 

claims 1,5,7,10,14-16,29 
page 14, line 24 -page IS, line 12 
page 18, line 31 -page 19. line 8 
page 24, line 29-32 
page 26, line 16-26 
page 27, line 4-11 
-El MOE-GR: "Differences in surface 
expression of NspA among Neisseria 
roenlngltldis group B strains" 
INFECTION AND IMMUNITY, 
vol, 67, no. 11. November 1999 (1999-11), 
pages 5664-5675, XP002266209 

table 1 



Relevant to claim No. 



1,12. 
17-19 



1-19 



ID 



Fuitrw docunwns aro nstad In the continuation of box C. 



0 



Paient family memiwrs aro fiatod in annax. 



* Special catogories ol cited documanta : 

'A* document defining d\e general state of the art wtUch is not 

consldared to bo of particular rstavanca 
*E* eartier<{ocumantbul pubti&hadon orolter tne mtdmaHonal 
flBng Cale 

*L' docomenl whk^ may Uvaw doubu On pnority efBlm(s) Of 
which is Cited io eatablish tno ouOficatioo data of another 
CttauonorotfHirspeclatieason(a» spedllod} 

*0* documam relening te an onri dladosuro. use, osMfantonor 
otfiernneafts 

"P" document pub&shed prior tg ifio intemafioAal filing data Out 
Idler than the prlortly date Ctoimad 



nr later documempuMaM altar Die kuemaifanal fffing data 
or prfoftty date and not m conflict wttn trie eppfieaiion but 
cIlBd to underBtand the principle or theory undailylng the 
Invention 

*X" document of pantcular relevance; tho claimad invention 
cannot be consideMd novaf or cannot be conside/dd to 
invvilve an inventive siep wneo tho document is lakon alone 
document of pa rtlCiilar relevanca; the doimed invention ' 
cannot t)e corrsidored to Involve an inventive step wnen tho 
document is comt>lned with one or more* other such docu- 
ments, such coinblnBilon bomg obvious to a pereon aleUod 
mine art. 

document member of the same patent family . 



1 Dale of the actual compiation of tho inlemationai fiean:h 

1 7 January 2004 


Data of nkaillng of iha imafnational saan:^ repon 

04/02/2004 


1 Name and mailing address of the ISA . 

1 Eurapaan Patont Office, P.a. 56 1 6 PatOfflUan 2 
1 NL-2280HVRB«wijlc 
1 TeL (+31 -70) 340-2040. Tst. 3 1 85 1 epO ftt. 
1 Fa*; <i-3t -tO) 340-301 B " 


Authorized officer 

Lechner, 0 



Fcwm PGtJ\SM%0 (socwid wtmn} (iu^ 



o;inp 1 of !H 
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